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Remarks 

Claims 1 -23 were pending in (he subject application. By this Amendment, the applicant has 
amended claims 1 , 4, 11 and 14, has cancelled claims 5-8, 1 7 and 20, and has withdrawn claims 2 1 - 
23. No new matter has been added by these amendments. Accordingly, claims 1-4,9-16, 18 and 19 
are currently before the Examiner for consideration. Favorable consideration is respectfully 
requested. 

As an initial mailer, the applicant acknowledges that method claims 21-23 have been 
withdrawn from further consideration as being drawn to a non-elected invention, in view of 
applicant's election to prosecute the invention of Group I. 

11 should be understood that the amendments presented herein have been made solely to 
expedite prosecution of the subject application to completion. These amendments should not be 
construed as an indication of applicant's agreement with or acquiescence to, the rejections of record. 
The applicant expressly reserves the right to pursue the inventions) disclosed in the subject 
application, including any subject matter canceled or not pursued during prosecution of the subject 
application, in a related application. Favorable consideration of the claims novvprcsentcd, in view of 
the remarks and amendments set forth herein, is earnestly solicited. 

Claims 1-3 and 20 arc rejected under 35 USC § 102(b) as anticipated by Yoon (U.S. Patent 
No. 5,578,053). The applicant respectfully traverses this rejection because the Yoon reference 
neither leaches nor suggests each and every limitation of the subject invention as claimed. 

The subject invention advantageously provides a safety dialysis/needle catheter system (hat 
has a biased needle disposed with in a stabilized, affixed catheter Unlike previously disclosed 
syringe systems that rely upon movement of both the needle and the catheter to trigger placement of 
the needle within anatomical (issues, the subject invention is unique in that only the needle is 
moveable to ensure proper ayjietcr (as opposed to needle) placement in tissues. The needle, as 
currently claimed, is disposed wilhin a catheter and is deployed to penetrate anatomical tissues to 
provide an access or opening for the catheter. Once (he catheter is placed in an environment having a 
specific condition that induces a change in catheter configuration (such as anatomical tissue a( 
normal body temperature), (he catheter assumes a form that enables the catheter to maintain its 
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position within the target tissue or cavity. The needle is then moveably deployed into the catheter, 
thereby safely preventing inadvertent needle sticks. 

The Yoon reference discloses an entirely different safety needle instrument from those 
claimed in the subject application. Rather than having the safety feature surrounding the needle, as 
claimed in the subject application, the Yoon needle instrument has a safety member that is disposed 
witliiii tjycbiascd iicedl^ where the safety member has a sharp distal end (claim 1 , line 42 and claim 
13, line 1 1) such that the safely member, or catheter, can be retracted into or extended from the 
lumen of the needle. Yoon further teaches that both the needle and the safety member arc moveable 
relative to each other and to the hub or housing from which they extend. Moreover, Yoon teaches 
that the catheter, safety member or probe can be made of plastic (col. 4, line 16) or of "a flexible, 
deformablc, compressible or resilient material, such as rubber or sponge " All of these features are 
d istinguish the Yoon needle instrument from the dialysis needle/catheter system as currently claimed. 

Moreover, nowhere in Yoon is there a description regarding a catheter comprising a shape 
memory alloy that acquires a specific configuration after exposure to tissue environment, as cited in 
claim I and its dependent claims. Yoon also fails to teach or suggest a moveable needle feature, 
where the catheter is stationary. Finally, no where in Yoon is there a description or suggestion 
regarding the specific shapes attainable by the catheter after penetration into a body. As the Yoon 
reference does not teach each and every limitation of the subject invention as currently claimed. The 
applicant respectfully requests reconsideration and withdrawal of the rejection of claims 1 -3 and 20 
under 35 U.S.C. § 102(b). 

Claims 4, 6, 8, and 17 have been rejected under 35 U.S.C. §103(a) as obvious over Yoon 
(U.S. Patent No. 5,578,053) in view of VanTassel et al (U.S. Patent No. 6,605,061). As noted 
above, claims 6 and 8 have been canceled, thereby rendering moot the rejection of these claims. The 
applicant respectfully traverses the grounds for this rejection with regard to claims 4 and 1 7 because 
the cited references, alone or in combi nation do not disclose or suggest the unique and advantageous 
devices claimed by the current applicant. The limitations of the Yoonrcfcrence have been discussed 
above with respect to the rejection of claim 1 , from which claims 4 and 1 7 depend. The VanTassel 
el al reference does not cure the defects noted in the Yoon device, in fact, the VanTassel et al 
reference teaches away from the subject invention. 
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The subject application teaches the use of a shape memory polymer or alloy for a catheter, 
wherein 1he shape memory material enables the catheter to transform into various distal end shapes 
after introduction into the environment of a patient's body. Conversely, VanTassel el al describe a 
catheter composed of a flexible and compliant material (see col. 2, lines 65-67) requiring secondary 
mechanical mechanisms, such as a balloon, stiffening wires or springs within the catheter lumen, to 
hold the catheter in a straight configuration for injection into a patient (sec, for example, claims 8-11; 
coL 3, lines 2-18) and which, upon removal of the mechanical mechanisms, allow the catheter to 
assume its original flexed shape. This is a completely different mode of operation than the shape 
memory material disclosed in the subject application. Rather than the use of mechanical 
mechanisms for maintaining catheter rigidity, which can be subject to inadvertent triggering by the 
user, the catheter of the subject invention maintains a specific, first shape until exposure to an 
environment, e.g. a temperature, that triggers the assumption of a second shape. 

Further, VanTassel et ctl. disclose that the distal end openings arc, preferably, located on one 
side of the catheter to allow a needle or stylet turned in one position within the catheter to exit the 
catheter via said openings. Further, by turning, the needle or stylet can be withdrawn from the 
openings and held against the opposite wall, having no openings, within the catheter (see col. 3, lines 
1 9-45). Claims 4 and 1 7 of the subject application have been amended to clarify that the openings 
arc provided on all sides of the catheter of the subject invention. 

To establish & prima facie case of obviousness, there must be some suggestion or motivation 
to combine the teachings of the cited references to arrive at the claimed invention. Ex parte Clapp, 
227 USPQ 972 (Bd. Pal. App. & Inter. 1 985). Mere identification in the prior art of each individual 
part claimed, without any motivation, suggestion or teaching to combine the pails, is insufficient to 
defeat patentability of the' whole claimed invention. In re Rouffet, 47 USPQ2d 1453 (Fed. Cir. 
1998). 

The current invention describes the use of a catheter and needle system in which the needle is 
moveable within the catheter and the catheter comprises a shape-memory material and is used as a 
safety feature to prevent inadvertent needle sticks. As acknowledged in the outstanding Office 
Action, Ihc Yoon reference does not teach Applicant's unique needle and catheter .system, namely a 
catheter whose distal ends include a plurality of openings and specific distal end shapes. The 
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Van Tassel et al reference fails to address the defects noted in the Yoon reference. Accordingly, the 
applicant a.sscrls that a prima facie case of obviousness has not been presented with respect to 
dependent claims 4, and 17. 'therefore, reconsideration and withdrawal of the rejection of claims 4, 
6, 8, and 1 7 under 35 U.S.C. § 1 03(a) is respectfully requested. 

Claims 5 and 7 have also been rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Yoon (U.S. Patent No. 5,578,053) in view of VanTassel etal. (U.S. Patent No. 6,605,061). As noted 
above, these claims have been canceled, rendering moot the rejection of claims 5 and 7. 
Accordingly, reconsideration and withdrawal of the rejection of claims 5 and 7 under 35 U.S.C. 
§ 1 03(a) is respectfully requested. 

Claims 9-1 1 have been rejected under 35 U.S.C. § 103(a) as being obvious over Yoon (U.S. 
Patent No. 5,578,053) in view of Daniel et al. (U.S. Patent No. 6,662,731). The applicant 
respectfully traverses this grounds for rejection because the cited references, alone or in combination 
do not disclose or suggest the unique and advantageous devices claimed in the subject application. 

The Kxaminer states that Yoon meets the limitations of claim 1, from which claims 9-1 1 
depend, but docs not disclose specific shape recovery temperatures. Applicant respectfully traverses 
this rejection by stating again that Yoon does not meet the limitations of claim 1 as currently 
presented. Specifically, Yoon docs not teach the use of a shape memory polymer or alloy that 
assumes the specific shapes recited in the pending claims. While Daniel et al. do teach the use of a 
temperature-controlled shape memory material, it is used for a catheter having a needle affixed to the 
distal end, or for electrodes that ore deployed from the distal end of the catheter, or for a catheter 
having a pointed distal end formed of shape memory material that opens when deployed. Daniel et 
al. do not leach a catheter of shape memory material that can assume various unique shapes cited in 
amended claim 1 , which are capable of holding the catheter within tissues or a cavity. Daniel el al. 
also do not teach a movable needle within said catheter of shape memory material that can be 
retracted prior to said catheter deployment into a unique shape capable of holding the catheter within 
tissues. 

la this response, the applicant has amended claim 1 from which claims 9-1 1 depend to clarify 
that the catheter is deployed into speci fic shapes capable of maintaining the catheter position within a 
tissue to ensure proper dialysis. This needle/catheter is not taught or even suggested by cither Yoon 
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or Daniel et al Accordingly, reconsideration and withdrawal of the rejection of claims 9-1 1 under 
35 U.S.C. §1 03(a) is respectfully requested. 

Claims 12-16 have been rejected under 35 U.S.C. § 1 03(a) as being obvious over Yoon (U.S. 
Patent No. 5,578,053) in view of Wcikel et al (U.S. Published Application No. 2002/01 77866). The 
applicant respectfully traverses this grounds for rejection. The limitations of the Yoon reference 
have been discussed above with respect to the rejection of claim 1, from which claims 12-16 depend. 
The Wcikel et al. reference docs not cure the defects noted in the Yoon reference (such as the lack of 
specific configurations used in the catheter to maintain catheter position within a tissue) by the mere 
recitation of various therapeutic agents or hydrophilic coatings. The skilled art isan would have had 
no reason lo look to the Weikcl et al. reference for guidance in developing a needle/catheter system 
wherein the catheter has a first configuration prior to tissue penetration and a second configuration 
alter tissue penetration, wherein the second configuration is of a specific shape useful in maintaining 
the needle/catheter's position for proper fluid flow during dialysis. 

The Yoon and Weikel el al. references, alone or in combination, do not disclose or suggest 
the unique and advantageous devices claimed in the subject application. Accordingly, the applicant 
respectfully submits that &prima facie case of obviousness has not been presented with respect to 
claims 12-16. Therefore, reconsideration and withdrawal of the rejection of claims 12-16 under 35 
U.S.C. §1 03(a) is respectfully requested. 

Claims 1 8 and 1 9 have been rejected under 35 U.S.C. § 1 03(a) as being obvious over Yoon 
(U.S. Patent No. 5,578,053) in view of Sharkey et al. (U.S. No. 6,261,311). The applicant 
respectfully traverses this grounds for rejection because neither reference, either or alone or in 
combination, describe or suggest the claimed invention. The limitations of the Yoon reference have 
been discussed above with respect to the rejection of claim 1, from which claims 18 and 19 depend. 
The Sharkey et al. reference teaches a sheath and catheter combination, where the catheter has 
visible markings that are detectable through the sheath, which is transparent. The skilled artisan 
would have had no reason to look to the Sharkey et al. reference for guidance in developing a safe 
needle/catheter system in which the catheter comprises a shape-memory polymer or alloy, where the 
needle is moveable and the catheter itself is the safety feature preventing any inadvertent needle 
sticks. Thus, the skilled artisan would not have found in the Sharkey et al reference any remedy to 
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(he defects noted in the Yoon reference. Accordingly, the applicant asserts that zprima facie case of 
obviousness has not been presented with respect to claims 1 8 and 19. Therefore, reconsideration and 
wi.hdravvaloflhc rejection of claims 18and 19under35 U.S.C. § 103(a) is respectfully requested. 

In view of the foregoing remarks and amendments to the claims, the applicant believes (hat 
the currently pending claims are in condition for allowance, and such action is respectfully requested. 

'Hie Commissioner is hereby authorized to charge any fees under 37 C.F.R. §§ 1.16 or 1. 17 as 
required by this paper to Deposit Account 19-0065. 

The applicant invites the Kxaminer to call the undersigned if clarification is needed on any of 
this response, or i r the Examiner believes a telephonic interview would expedite the prosecution of 
ihc subject application to completion. 


Respectfully submitted, 



Margaret II. Efron 
Patent Attorney 
Registration No. 47,545 
Phone No.: 352-375-8100 
Fax No.: 352-372-5800 
Address: Saliwanchik, Lloyd & Saliwanchik 

A Professional Association 

P.O. Box 1450 

Gainesville, FL 32614-2950 
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